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paragraphs (b), (c), and (d) of this sec-
tion: 

(1) Aromatic Cascara Fluidextract. 
(2) Cascara Sagrada Fluidextract. 
(3) Orally ingested homeopathic drug 

products. 

[60 FR 13595, Mar. 13, 1995, as amended at 61 
FR 58630, Nov. 18, 1996]

Subpart C—Labeling
§ 328.50 Principal display panel of all 

OTC drug products intended for 
oral ingestion that contain alcohol. 

(a) The amount (percentage) of alco-
hol present in a product shall be stated 
in terms of percent volume of absolute 
alcohol at 60 ° F (15.56 ° C) in accord-
ance with § 201.10(d)(2) of this chapter. 

(b) A statement expressing the 
amount (percentage) of alcohol present 
in a product shall appear prominently 
and conspicuously on the ‘‘principal 
display panel,’’ as defined in § 201.60 of 
this chapter. For products whose prin-
cipal display panel is on the immediate 
container label and that are not mar-
keted in another retail package (e.g., 
an outer box), the statement of the per-
centage of alcohol present in the prod-
uct shall appear prominently and con-
spicuously on the ‘‘principal display 
panel’’ of the immediate container 
label. 

(c) For products whose principal dis-
play panel is on the retail package and 
the retail package is not the imme-
diate container, the statement of the 
percentage of alcohol present in the 
product shall also appear on the imme-
diate container label; it may appear 
anywhere on that label in accord with 
section 502(e) of the Federal Food, 
Drug, and Cosmetic Act. 

(d) The statement expressing the 
amount (percentage) of alcohol present 
in the product shall be in a size reason-
ably related to the most prominent 
printed matter on the panel or label on 
which it appears, and shall be in lines 
generally parallel to the base on which 
the package rests as it is designed to be 
displayed. 

(e) For a product to state in its label-
ing that it is ‘‘alcohol free,’’ it must 
contain no alcohol (0 percent). 

(f) For any OTC drug product in-
tended for oral ingestion containing 
over 5 percent alcohol and labeled for 

use by adults and children 12 years of 
age and over, the labeling shall contain 
the following statement in the direc-
tions section: ‘‘Consult a physician for 
use in children under 12 years of age.’’

(g) For any OTC drug product in-
tended for oral ingestion containing 
over 0.5 percent alcohol and labeled for 
use by children ages 6 to under 12 years 
of age, the labeling shall contain the 
following statement in the directions 
section: ‘‘Consult a physician for use in 
children under 6 years of age.’’

(h) When the direction regarding age 
in paragraph (e) or (f) of this section 
differs from an age-limiting direction 
contained in any OTC drug monograph 
in this chapter, the direction con-
taining the more stringent age limita-
tion shall be used.
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Subpart A—Derivatives 
Designated as Habit Forming

§ 329.1 Habit-forming drugs which are 
chemical derivatives of substances 
specified in section 502(d) of the 
Federal Food, Drug, and Cosmetic 
Act. 

Each of the following chemical de-
rivatives of a substance named in sec-
tion 502(d) of the Federal Food, Drug, 
and Cosmetic Act is hereby designated 
as habit forming:
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